The Procter & Gamble Company
Health Care Research Center
8700 Mason Montgomery Road
Mason, Ohio 45040-9462
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10 August 2004

Dockets Management Branch

U. S. Food and Drug Administration
Central Document Room

5630 Fishers Lane Rm. 1061
Rockville, MD. 20852

Re:Docket No. 1982N-0166
Orally Administered Drug Products for Relief of Symptoms
Associated with Overindulgence in Food and Drink for Over-the-
Counter Human Use; Tentative Final Monograph [21CFR357
Subpart J]. 56 Federal Register 247

To Whom It May Concern:

The Procter & Gamble Company (Procter & Gamble) herein submits, in triplicate, notice
that we withdraw our request of confidentiality (page 5, paragraph 2) for the data
submitted pursuant to Procter & Gamble’s letter dated 8 July 2004.

The removal of the request for confidentiality will have the effect that the data may be
fully considered in the evaluation of bismuth subsalicylate pursuant to the above
referenced OTC Drug Monograph.

If you have questions concerning the information provided, please contact the
undersigned at (513) 622-2420.

Sincerely,
THE PROCTER & GAMBLE COMP
Product Safety & Regulatory A i

Kevin T. McLaughlin
Regulatory Affairs, Manager, Personal Health Care



